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sample required hereunder which in-
cludes such material as an ingredient
or component of an ingredient, unless
and until the person requesting certifi-
cation makes an adequate showing
that the cause for such refusal no
longer exists.

[39 FR 11750, Mar. 29, 1974, as amended at 39
FR 40286, Nov. 15, 1974; 44 FR 48968, Aug. 21,
1979; 44 FR 55170, Sept. 25, 1979; 45 FR 40111,
June 13, 1980; 50 FR 8996, Mar. 6, 1985; 55 FR
11582, Mar. 29, 1990]

§ 429.41 Certifications.
(a) If it appears to the Commissioner,

after such investigation as he considers
necessary, that:

(1) The information (including results
of tests and assays) and the samples re-
quired by or pursuant to § 429.40 have
been submitted, and such information
contains no untrue statement of a ma-
terial fact;

(2) The batch complies with the regu-
lations in this part 429 and conforms to
the standards of identity, quality,
strength, and purity for insulin injec-
tion, protamine zinc insulin suspen-
sion, globin zinc insulin injection,
isophane insulin suspension, insulin
zinc suspension, prompt insulin zinc
suspension, or extended insulin zinc
suspension;
the Commissioner shall certify that
such batch is safe and efficacious for
use, subject to such conditions on the
effectiveness of such certifications as
are set forth in § 429.45, and shall issue
to the person who requested it a cer-
tificate to that effect.

(b) If the Commissioner determines,
after such investigation as he considers
to be necessary, that the information
submitted pursuant to § 429.40 or the
batch covered by such request, does not
comply with the requirements set forth
in paragraph (a) of this section for the
issuance of a certificate, the Commis-
sioner shall refuse to certify such
batch and shall give notice thereof to
the person who requested certification,
stating his reasons for refusal.

(c) Upon the request of the manufac-
turer, the Commissioner shall certify
as a ‘‘batch’’ a master lot, which has
been approved in accordance with
§ 429.40(j) as safe and efficacious for use
in preparation of an insulin-containing
drug, subject to the conditions on the

effectiveness of such certifications as
are set forth in § 429.45(a) (1) and (b) (4).

(d) For the purposes of his investiga-
tions under the authority of this sec-
tion, the Commissioner may accept,
when he is satisfied as to the complete-
ness and accuracy thereof, the results
of any tests or assays made by the con-
trol laboratory of the Insulin Commit-
tee of the University of Toronto.

§ 429.45 Conditions on the effective-
ness of certificates.

(a) A certificate shall not become ef-
fective:

(1) If it is obtained through fraud, or
through misrepresentation or conceal-
ment of a material fact.

(2) With respect to any package, un-
less its immediate container complies
with the requirements of § 429.10 and
such package or such immediate con-
tainer has been so sealed that its con-
tents cannot be used without destroy-
ing such package or seal.

(3) With respect to any package, un-
less its label and labeling bear all
words, statements, and other informa-
tion, and are distinguished by the color
or colors, required by §§ 429.11 and
429.12.

(b) A certificate shall cease to be ef-
fective: (1) With respect to any package
of insulin injection, protamine zinc in-
sulin suspension, globin zinc insulin in-
jection, isophane insulin suspension,
insulin zinc suspension, prompt insulin
zinc suspension, or extended insulin
zinc suspension on the expiration date
specified in the U.S.P.

(2) With respect to any package,
when such package or the seal thereof
or the immediate container therein or
the seal of the immediate container is
broken, or when its label or labeling
ceases to conform to any requirement
of § 429.11 or § 429.12.

(3) With respect to any package,
when the drug therein so changes that
it fails to meet the standards of iden-
tity, strength, quality, and purity upon
the basis of which the batch was cer-
tified; except that those minor changes
in potency (not exceeding 10 percent
from the potency stated on the label,
in the case of insulin injection) which
occur before the expiration date, and
which are normal and unavoidable in
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